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DETAILED ACTION 

Election/Restrictions 

1 . Claims 1 -1 5 and 20-76 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to nonelected inventions, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on June 
30, 2006. 

Information Disclosure Statement 

2. The information disclosure statement filed March 30, 2005 has been considered. 
Please see the attached initialed PTO-1449s. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claim 18 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The instant claims read on fragments of non-glycosylated human alpha- 
fetoprotein. Thus, the claims read on any fragment of any size not necessarily having 
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any function at all. The scope of the instant claims is not commensurate with the 
enablement of the instant disclosure, because practice of the claimed invention would 
require undue experimentation by an artisan of ordinary skill in the art. The instant 
specification is not enabling for claims drawn to fragments having no defined activity. 

The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 R2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
The court in Wands states: "Enablement is not precluded by the necessity for some 
experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue, 1 not 
•experimentation.' " (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. 

In the instant case, (1 ) the amount of experimentation is large because the 
number of possible fragments is large; (2) the amount of guidance provided by the 
specification is zero since fragments are only mentioned but never fully discussed. One 



Application/Control Number: 10/624,380 Page 4 

Art Unit: 1653 

of skill in the art would have no idea what function the fragments might have and, thus, 
have no idea how to use such fragments. Continuing, (3) the specification is totally 
devoid of any working examples of fragments, functional or otherwise; as for the next 
Wands factor, (4) the nature of the invention is a fragment having the same function as 
full-length a-fetoprotein. The prior art (5) shows that a-fetoprotein is well known but no 
fragments are known that have the function of the full length protein; (6) the relative 
level of skill in this art is very high; (7) the predictability of the art is zero since the 
function of the fragments is unknown. Finally, (8) the claims are enormously broad 
because of the variability of the fragments and the potential variability of their functions 

Based on this analysis, the conclusion that it would require undue 
experimentation to practice the instant invention is inescapable. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action; 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

6. Claim 17 is rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Lichenstein et al. 
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Lichenstein et al. teach a protein having SEQ ID No.: 6 as their SEQ ID No.: 4. 
This clearly anticipates claim 17. Please see Attachment B to this Office action which 
shows the sequence alignment. 

7. Claim 17 is rejected under 35 U.S.C. 102(e) as being clearly anticipated by 
Economou et al. 

Economou et al. teach a protein having SEQ ID No.: 6 as their SEQ ID No.: 2. 
This clearly anticipates claim 17. Please see Attachment A to this Office action which 
shows the sequence alignment. 

Allowable Subject Matter 

8. Claim 16 is allowed because the recited mutation is neither taught nor suggested 
by the prior art. 

9. Claim 19 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. The fragments all have the mutation recited in 
claim 16, which are not taught by the prior art, and are therefore allowable. 



10. Claim 16 is allowed. 



Conclusion 
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1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert A. Wax whose telephone number is (571) 272- 
0623. The examiner can normally be reached on Monday through Friday from 9:00 to 
5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon P. Weber can be reached on (571) 272-0925. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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CC The present invention relates to a method for preventing or treating 

CC cancer in a mammal. The method comprises creating an immune response in 
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Patent No. 5652352 
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APPLICANT: Lichenstein, Henri 
APPLICANT: Lyons, David 
APPLICANT: Wurfel, Mark 
APPLICANT: Wright, Samuel 

TITLE OF INVENTION: Afamin: A Human Serum Albumin-Like 
TITLE OF INVENTION: Protein 
NUMBER OF SEQUENCES : 33 
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CITY: Thousand Oaks 
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FILING DATE: 
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INFORMATION FOR SEQ ID NO: 4: 
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Best Local Similarity 99.8%; Pred. No. 3.7e-314; 

Matches 608; Conservative 0; Mismatches 1; Indels 0; Gaps 0; 
Qy 1 MKWVESIFLIFLLNFTESRTLHRNEYGIASILDSYQCTAEISLADLATIFFAQFVQEATY 60 

!!!!!!!!!!!!!!!!!!!!!! I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 

Db 1 MKWVESI FLIFLLNFTESRTLHRNEYGIASILDSYQCTAEISLADLATIFFAQFVQEATY 60 

Qy 61 KEVSKMVKDALTAIEKPTGDEQSSGCLENQLPAFLEELCHEKEILEKYGHSDCCSQSEEG 120 

I I I I I I I I I I I I I I I I I I I I I I 1 I I I I I I I I I I I I I I I II I I I I I I II I I I I I I I I I I I I 
Db 61 KEVSKMVKDALTAIEKPTGDEQSSGCLENQLPAFLEELCHEKEILEKYGHSDCCSQSEEG 120 

Qy 121 RHNCFLAHKKPTPASIPLFQVPEPVTSCEAYEEDRETFMNKFIYEIARRHPFLYAPTILL 180 

I I I I I I I I I I I I II I I I I I I I I I I I I I I II I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
Db 121 RHNCFLAHKKPTPASIPLFQVPEPVTSCEAYEEDRETFMNKFIYEIARRHPFLYAPTILL 180 

Qy 181 WAARYDKI I PS CCKAENAVEC FQT KAAT VTKE LRES S LLNQHACAVMKNFGT RT FQAI TV 240 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
Db 181 WAARYDKI I PS CCKAENAVEC FQT KAAT VTKE LRES S LLNQHACAVMKNFGT RT FQAI TV 240 

Qy 241 TKLSQKFTKVXFTEIQKLVLDVAHVHEHCCRGDVLDCLQDGEKIMSYICSQQDTLSNKIT 300 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
Db 241 TKLSQKFTKVNFTEIQKLVLDVAHVHEHCCRGDVLDCLQDGEKIMSYICSQQDTLSNKIT 300 

Qy 301 ECCKLTTLERGQCIIHAENDEKPEGLSPNLNRFLGDRDFNQFSSGEKNIFLASFVHEYSR 360 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
Db 301 ECCKLTTLERGQCIIHAENDEKPEGLSPNLNRFLGDRDFNQFSSGEKNIFLASFVHEYSR 360 

Qy 361 RHPQLAVSVILRVAKGYQELLEKC FQTENPLECQDKGEEELQKYIQESQALAKRSCGLFQ 420 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
Db 361 RHPQLAVSVILRVAKGYQELLEKC FQTENPLECQDKGEEELQKYIQESQALAKRSCGLFQ 420 



421 KLGEYYLQNAFLVAYTKKAPQLTSSELMAITRKMAATAATCCQLSEDKLLACGEGAADII 480 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I ! I 
421 KLGEYYLQNAFLVAYTKKAPQLTSSELMAITRKMAATAATCCQLSEDKLLACGEGAADII 480 

481 IGHLCIRHEMTPVNPGVGQCCTSSYANRRPCFSSLVVDETYVPPAFSDDKFI FHKDLCQA 54 0 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
481 IGHLCIRHEMT PVNPGVGQCCTSSYANRRPCFSSLWDETYVPPAFSDDKFI FHKDLCQA 540 

541 QGVALQTMKQEFLINLVKQKPQITEEQLEAVIADFSGLLEKCCQGQEQEVCFAEEGQKLI 600 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I M I I I I 
541 QGVALQTMKQEFLINLVKQKPQITEEQLEAVIADFSGLLEKCCQGQEQEVC FAEEGQKLI 600 

601 SKTRAALGV 609 

I I I I I I I I I 
601 SKTRAALGV 609 



